Published to promote voluntary compliance of pharmacy and drug law.

Season’s Greetings from
the Arkansas State Board

of Pharmacy

2003.21 — Regulation Changes from the

October Board Meeting

TheArkansas State Board of Pharmacy approved changestothefol-
lowing regul ationsat the October 2003 Board Mesting:

Regulation 02—Phar macists: Theamendmentsrequirecriminal
background checkson all new pharmacist and pharmacy intern appli-
cantsafter March 1, 2004. (Effective November 15, 2003)

Regulation 03—Phar macy Technicians: Theamendmentsrequire
criminal background checkson all new pharmacy technician gpplicants
after March 1, 2004, and further definethe duties of apharmacy techni-
cianwho engagesin recongtitution, bulk compounding, and/or prepara:
tion of parenteral productsand thetraining requirementsfor expanded
rolesof the pharmacy technician. (Effective November 15, 2003)

Regulation 04—Phar macy: Theamendmentsspecify theformthat
will be used for an application for a pharmacy permit and include
buprenorphineinthelist of drugsthat aMethadone Clinic Specidty Phar-
macy can dispense. A new section was added to Regulation 04 that de-
finesand recognizescentrd fill pharmacies. (EffectiveNovember 15, 2003)

Regulation 07-02—Compounding: The Board permanently ap-
proved theamendments mentioned in the previousNewd etter from the
emergency regulation changein June 2003. Thoseamendmentsrequire
sterility, pyrogen, and potency testing on certain high-risk sterile products
and prohibit compounding for office stock for veterinariansexcept for
compoundsto beused inlife-threatening Situations. TheBoard approved
additional amendmentsto thisRegulation a the October Board Meeting
that generaly prohibit compounding of adrug product that isessentidly a
copy of acommercidly available Food and Drug Administration-gpproved
drug product and that definelow-, medium-, and high-risk sterile prod-
ucts, consistent with current United States Pharmacopeiastandards. (Ef-
fective October 26, 2003)

Regulation 08-02—WholesaleDistributor of List | Chemicals:
Theamendmentsdefine how the Board may suspend or revokearegis-
tration after notice and hearing and require an applicant for registration
asawholesdedistributor of List | chemicalsto hold aregistrationwith
Drug Enforcement Administration asaretall distributor of List | chemi-
cals. (Effective November 15, 2003)

Regulation 11—Criminal Background Checks: Thisnew regula-
tion definesand recognizesthe process of criminal background checks
for new pharmacist, pharmacy intern, and pharmacy technician appli-
cantsafter March 1, 2004. Thenew regulation will establishthe process
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that theBoard will useto obtainthecrimind history of thegpplicantsand
how theinformationwill be usedin theapplication process.
Thisisabrief summary of the changesto each Regulation. The com-
pleteregulation can be obtained from our Web site at www.state.ar.us/
asbpinthe*Pharmacy Law Book” section. Please contact the Board
Officeat 501/682-0190if you have any questionsabout these changes.

2003.22 — Regulation Changes from the

June 2003 Board Meeting

TheBoard of Pharmacy approved changesto thefollowing regula-
tionsat the June2003 Board Meeting:

Regulation 02-04-0002 — Defining Unpr ofessional or Dishonor-
ableConduct: Theamendment changeditem (r) toreflect thechangein
theBoard of Pharmacy inspection form from anumerical scoretoacom-
pliant/noncompliant system.

Regulation 07-04-0006 — Theft or Lossof Controlled Drugs:
Theamendmentsrequirealicenseholder toimmediately notify by phone
or fax Drug Enforcement Administration (DEA), theArkansasHedth
Department Drug Control Division, and the Arkansas State Board of
Pharmacy upon discovery of atheft or lossof controlled drugsand re-
quirealicenseholder to deliver acompleted DEA Form 106 to each of
the above named agencieswithin seven daysof the occurrenceor dis-
covery of atheft or lossof controlled drugs. The DEA Form 106 may be
amended & alater dateif additiond lossesareidentified during an ongo-
inginvedigation.

Asdtated above, thisisabrief summary of the changesto each regu-
lation. The complete regul ation can be obtained from our Web site at
www.state.ar.us/asbp in the“ Pharmacy Law Book” section. Please con-
tact the Board Officeat 501/ 682-0190if you have any questionsabout
these changes.

2003.23 — Immunization Administration

(Injectable and Inhalation)
Thisisagoodtimeof theyear for al pharmacistswiththeAuthority to
Administer to review the section of thelaw that alowsfor the practice of
givingimmunizations. TheAuthority toAdminigter isdiscussedin Board
Regul ation 09-00-0002 and ACA §17-92-101 (16) and ACA §17-92-
101 (22) (B). Hereareafew thingsto remember:
¢ Theadminigtration of medicationsshall notincludetheadministration
of medicationsto any person under theage of eighteen (18).

¢ Theadministration of medicationsshall belimited to thefollow-
ing classficationsof medications: immunizations, vaccines, dlergy
medications, vitamins, minerals, antihyperglycemics, and
antinauseamedications.

¢ AnAuthority to Administer for immunizations and vaccinations
may beageneral protocol.
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4 AnAuthority toAdminister, oncegranted, isvaidfor atimeperiod
not to exceed one (1) year.

4 Only personswho have met al of the requirements set forth in
the statute and Board Regulation 09-00-0002 (b) (4) may ad-
minister immunizations and vaccines, regardless of the route
of administration (injectable or inhalation).

Please contact the Board officeat 501/682-0190if you haveany ques-
tionsabout vaccinations, immunizations, or theAuthority toAdminigter.

2003.24 — Correct Prescriber on Controlled

Substance Prescriptions

Itisvery important that you put the correct prescriber ondl prescrip-
tionsthat youfill, especially controlled substance prescriptions. If you
cannot read the signature, please call to verify who signed the prescrip-
tion. There have been several instancesinwhichinvestigatorswiththe
ArkansasHealth Department, Drug Enforcement Administration, or the
Board of Pharmacy havefound theincorrect prescriber listed on print-
outsobtained from apharmacy. Thisincorrect information can adversely
affect theinvestigative process. Despiterepeated notificationsregarding
thisissue, the Board continuesto deal with complaints.

2003.25 — Compounding Respiratory

Products

We havereceived several questionsin the Board Office about how
therecent changesto the compounding regul ation (seearticle 2003.21,
page 1) will affect compounding of respiratory drugs. Plessereferto807-
(02-0001(3) (3) for thedefinition of hightrisk sterileproducts If theproductsyou
arecompounding areconsidered high-risk gerileproducts, they must becom+-
poundedinoneof theenvironmentslistedin 07-02-0001 (j), andif thestorage
requirementsexceed thetimeperiodslistedin 07-02-0001 (8) (3) (B), they must
passaderility test. Please contact the Board Officeat 501/682-0190if you
have any questions about compounding respiratory products.

Consistent with other compounded products, compounding
an inhalation drug product that is commercially available in the
marketplace or that is essentially a copy of a commercialy avail-
able Food and Drug Administration (FDA)-approved drug prod-
uct is generally prohibited. However, in special circumstances a
pharmacist may compound an appropriate quantity of a drug that
isonly slightly different than an FDA-approved drug that is com-
mercially available based on documentation provided by the pre-
scribing physician of a patient-specific medical need or if the drug
product is not commercially available. The unavailability of such
drug product must be documented prior to compounding. The
recommended methodology for documenting unavailability is to
print the screen of wholesalers showing back-ordered, discontin-

ued, or out-of-stock items. This or similar documentation must be
available when requested by the Board.

2003.26 — Act 1653 of 2001 Requires
Disclosure of Board Actions for Public

Guidance

Ark. CodeAnn. §25-19-108 (Act 1653 of 2001), anew section
added to the Freedom of InformationAct (FOIA), identifiescertainin-
formation that must bemadeavailablefor public guidanceand provides
that such materiascreated after July 1, 2003, shal bemadeaccessbleto
the public viatheInternet. Conseguently, to comply with thislaw, the
Arkansas State Board of Pharmacy has made changesinthemannerin
which Board actions pertai ning to pharmacists, pharmacies, pharmacy
technicians, and al other entitieslicensed or permitted by theBoard are
reported. The Findingsof Fact, Conclusionsof Law, and Order regard-
ing all aforementioned proceedingswill be published ontheArkansas
State Board of Pharmacy Web site (www.state.ar.us/asbp). Thisinfor-
mation hasbeen available and accessiblethrough FOIA requestsinthe
past, but not published ontheInternet.

Arkansas Pharmacy Support Helpline —
870/636-0923

Special Notice About This Newsletter

TheArkansas State Board of Pharmacy hasdesignated thisNewd et-
ter asan official method to notify pharmacistslicensed by the Board
about information and legal devel opments. Please read thisNewd etter
and keep it for future reference because this Newdl etter will beusedin
hearings as proof of notification of the Newsletter’s contents. Please
contact the Board Office (501/682-0190) if you have questions about
any of thearticlesinthisNewdetter.
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The Arkansas Sate Board of Pharmacy News s published by the Arkan-
sas State Board of Pharmacy and the National Association of Boards of
Pharmacy Foundation, Inc, to promote voluntary compliance of phar-
macy and drug law. The opinions and views expressed in this publication
do not necessarily reflect the official views, opinions, or policies of the
Foundation or the Board unless expressly so stated.

Trey Gardner, PharmD - State News Editor

Carmen A. Catizone, MS, RPh, DPh - National News Editor
& Executive Editor

Reneeta C. “Rene” Renganathan - Editorial Manager
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